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(a) contacting said test sample taken from a patient with aUeagf one reagent 
polynucleotide [comprising at least about 10 nucleotides that (iX^pecifically bind, and (ii) 
have at least 90% identity] wherein said reagent polvmiclot^fide encodes a mucin and has 
at least 90% identity with a polynucleolideselect^d-tfom the group consisting of 
SEQUENCE ID NO 1; SEQUENCHfl3\N^^ ID NO 3; base pair position 
14-482 of SEQUENCE ID NO 4; [SBQlJ^NCE ID NO 5;] and fragments or 
complements thereof; [and] 

(b) detectine;h€"presence of said target polynucleotide [indicative of breast 
disease] in [the] said ^t sample ; and 

. xTorrelating the presence of said target polynucleotide with the presence of 



breast di^^se in said patient . 



3. (Twice amended) A method for diagnosing breast disease^in a patient bv 
detecting an amplicon TmRNA of a target polynucleotide indicative of breast disease] ip^ 
test sample taken from a patient , comprising: ^.-""""^ 
(a) obtaining a test sample from a patient: ^.^^^ 
[(a)] £b} performing reverse transcription with at least on^^imer in order to 
produce cDNA; ^.^^ 

[(b)] {c} amplifying the cDNA obtained fiprffstep [(a)] £b} to obtain an 
amplicon, said amplifying using sense and ^jti^se primers wherein each primer 
[comprises at least abou 10 nucleotid©s^^^/i) specifically bind, and (ii) have] encodes a 
mucin and has at least [90%] 20^d^nt^jlith a polynucleotide selected from the group 
consisting of SEQUENCEJB^Ol ; SEQUENCE ID NO 2; SEQUENCE ID NO 3; base 
pair position 14-482 o^SEQUENCE ID NO 4; [SEQUENCE ID NO 5;] and fragments or 
complements thcrpm; and 

[(c)] J^da detecting the presence of said amplicon in the test sample, wherein the 
presence^[the] said amplicon [indicates detection] correlates with the presence of [the 
targ^olynucleotide indicative of breast disease in the test sample] breast disease in said 
fatient. 



6. (Twice amended) A method of diagatfsing breast disease in a patient bv 
detecting a target polynucleotide [indic^i^f breast disease] in a patient test sample 
suspected of containing said targey^^AuclQotidG, comprising: 
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(a) contacting said test sample with at least one sense primer an^^^east one 
anti-sense primer wherein each primer [comprises at least about 10 mipi^otides that (i) 
specifically bind, and (ii) have] encodes a mucin and has at leas^9(J% identity with a 
polynucleotide selected from the group consisting of SEOJiENCE ID NO 1; SEQUENCE 
ID NO 2; SEQUENCE ID NO 3; base pair position 1^^482 of SEQUENCE ID NO 4; 
[SEQUENCE ID NO 5;] and fragments ar^^^ cogylements thereof, and amplifying to 
obtain a first stage reaction product; 

(b) contacting said first stagrfeac\j^n product with at least one 
oligonucleotide probe to obtain a s^nd stage reaction product, with the proviso that the 
oligonucleotide probe is (i) located 3' to the sense and antisense primers utilized in step 
(a), and (ii) complement^y^ said first stage reaction product, wherein the probe 

I [comprises at least abptrt 10 nucleotides that (i) specifically bind, and (ii) have] has at 
\ 'J least 90% identity^h a polynucleotide selected from the group consisting of 
^ \!^ SEQUENCE ipmo 1 ; SEQUENCE ID NO 2; SEQUENCE ID NO 3; base pair position 
14,482 of SEQUENCE ID NO 4; [SEQUENCE ID NO 5;] and fragments or 
complem^ts thereof; and 

(c) detecting said second stage reaction product as an indication of the 
prpifence of the target polynucleotide [indicative of breast disease in the test sample] and 

orrelating this presence with the presence of breast disease in said patient . 




10. (Twice amended) A test kit usefiil for detecting a target polynucleotji 
indicative of breast disease in a test sample, said test kit comprising a coxi^tsSn&r 
containing at least one reagent polynucleotide [comprising at le^s^-gWt 10 nucleotides 
that (i) specifically bind, and (ii) have] wherein said polvjK^tileotide encodes a mucin and 
has at least 90% identity with a polynucleotide selecJfed from the group consisting of 
SEQUENCE ID NO 1 ; SEQUENC^^^|^a<SEQUE ID NO 3; base pair position 
14-482 of SEQUENCE ID NO 4jJ^EQbE^ ID NO 5;] and complements thereof 

1 1 . (Twice aipeilded) A purified polynucleotide comprising a polynucleotide 
[having at least^^b^ut 10 nucleotides that (i) specifically bind, and (ii) have] which 
encodes a mticin and has at least 90% identity with a polynucleotide selected from the 
grou^K^onsisting of SEQUENCE ID NO 1 ; SEQUENCE ID NO 3; and complements 
tb^eof. 
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33 (Twice amended) A composition of matter;:ofl^g a polynucleoti^^ 
wherein said polynucleotide has at \.^i\^^^}&^\^oiidcs that (i) specifically bmd, 
and (ii) have at least] 90% identity witij^nucleotide which encodes a mucm and 

• ,^-<$^r;nifP>jrF TD NO 1- SEOUENCE ID NO 3, and 
selected from the group consistipg^f SEQiybNCii lu invj i, <^^w.y^ 

complements thereof. 



Please add new claim 49 as follows: 



SnTby 



49. (new) A method of detecting the presence of breast diseaseina^ 
detecting a target polynucleotide in a patient test sample, com^ 

(a) contacting said test sampletaken from>frS!l«it with at least one reagent 
polynucleotide wherein said reagent porfeiyaTencodes for a mucin and has at least 
90% identity with a polynucleotide^Wgt^ frjJm the group consisting of SEQUENCE ID 
NO 4; and SEQUENCE ID^jer^Tand fi-ag^nts or complements thereof; 

' (b) detecjkigihe presence of said target polynucleotide in said test sample; 

and ^ 

correlating the presence of said target polynucleotide with the presence ot 
St disease in said patient. 



REMARKS 

Claims 11-16, 33, 38, 39 and 43-48 are rejected under 35 U.S.C. § 102(b) as being 
anticipated by Adams, et al (GenBank Accession No. AA340069, firom Nature 377(6547 
Suppl.) 3-174 (1995)) and by HiUier, et al (Accession No. R75793, 1995). The Examiner 
sates that Adams, et al teach a 229 base pair expressed tag sequence (EST), i.e. a 
polynucleotide, which is about 90% identical to SEQ ID NOS 1-5 of this application 
isolated from a human breast cDNA library. 

Applicant previously asserted that the date of entry of the Adams, et al sequence 
was 21 April 1997 making this reference a reference under 35 U.S.C. § 102(a) rather than 

102(b) and that the present application claimed priority to application 08/742,067, filed 
- 31 October 1996 which taught a sequence which was the same as nucleotides 14-428 of 

SEQ ID NO. 4, while the Adams, et al reference spans nucleotides 18-311 of SEQ ID 



